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WHAT IS THE FDA DOING TO REDUCE THE
DIABETES AND OBESITY EPIDEMICS IN
AMERICA AND TAKE ON THE GREED OF
THE FOOD AND BEVERAGE INDUSTRY?

Thursday, December 5, 2024

U.S. SENATE,
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS,
Washington, DC.

The Committee met, pursuant to notice, at 10:02 a.m., in room
562, Dirksen Senate Office Building, Hon. Bernard Sanders, Chair-
man of the Committee, presiding.

Present: Senators Sanders [presiding], Casey, Baldwin, Kaine,
Hassan, Smith, Hickenlooper, Markey, Cassidy, Murkowski, Braun,
Marshall, Tuberville, and Budd.

OPENING STATEMENT OF SENATOR SANDERS

The CHAIR. The Senate Committee on Health, Education, Labor,
and Pensions will come to order. If there is a mantra that exists
in this Committee, I think on both sides of the aisle, it is that an
ounce of prevention is worth more than a pound of cure. And that
is going to be what we’ll be discussing today.

In America, it is no secret to anybody that we have a major obe-
sity epidemic as well as an epidemic in diabetes. They are both di-
rectly related and they are both getting worse. More than 35 mil-
lion Americans have type 2 diabetes. Over 10 percent of our popu-
lation. 10 percent of our population, and about 90 percent of those
with type 2 diabetes are obese. Diabetes is not only a serious ill-
ness unto itself, but it is a contributing factor to heart disease,
stroke, amputations, blindness, and kidney failure, and the cost of
treating these illnesses is staggering.

According to the American Diabetes Association, the total cost of
diabetes in the United States was nearly $413 billion. $413 billion,
up 27 percent over the past 6 years. This amounts to about 10 per-
cent of our total healthcare expenditures. That is an unbelievable
and unsustainable amount of money.

When we talk about the type 2 diabetes epidemic and the huge
increase in new cases, we must also talk about the epidemic of obe-
sity in our Country. Some 90 percent of people with type 2 diabetes
are overweight or obese. These two epidemics go hand in hand. The
time is long overdue for us to pose some very simple questions, and
that is what this hearing is about today.
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How did it happen that according to the CDC, the rate of child-
hood obesity in America has tripled since the 1970’s, and has got-
ten so bad that one out of every five children in our Country is now
obese. How has it happened that over 40 percent of adults in the
United States today are obese? And in my view, the answers to
these questions are not very complicated.

For decades, Congress and the FDA have allowed large corpora-
tions to make huge profits by enticing children and adults to con-
sume ultra-processed food and beverages loaded up with sugar,
salt, and saturated fat. There is growing evidence, including testi-
mony that we have heard right here in this Committee, that these
foods are deliberately designed to be addictive, similar to cigarettes
and alcohol, and lead to a higher rate of type 2 diabetes.

Shockingly, according to a study published in the British Medical
Journal, ultra-processed foods make up an incredible 73 percent of
our Nation’s food supply. Bottom line. Much of the food that we as
Americans are now consuming are making us unhealthy and are
contributing to the fact that our life expectancy is significantly
lower than that of many other wealthy countries.

None of this is happening by accident. The food and beverage in-
dustry is spending 514 billion a year on advertising to push these
unhealthy products onto the American consumer. Even worse and
really unacceptable, $2 billion of this money is spent to directly ad-
vertise these unhealthy products to our children in order to get
them hooked on these foods at an early age.

According to the Rudd Center for Food Policy and Obesity, chil-
dren and teens view about 4,000 food and beverage ads on tele-
vision each year, an average of 10 advertisements per day. Last
year, for example, Coca-Cola spent $327 million on advertising in
the United States alone, while it raked in more than $9.5 billion
in profits.

Not one of these ads will tell you that a 20-ounce bottle of Coke
contains more than 15 teaspoons of sugar, 15 teaspoons of sugar
over twice the recommended daily limit for kids. Not one of these
ads will tell you that drinking one can of Coke a day could increase
your chance of getting type 2 diabetes by up to 26 percent.

Given this reality, which has been widely discussed by scientists
and doctors for decades, this really is not new news. The question
then arises; what has the Food and Drug Administration, the FDA,
done to address these epidemics, which have impacted the health
of millions of Americans and cost us hundreds of billions of dollars
each year? As far as I can tell, the answer is not much.

Way back in 2010, the National Academy of Medicine rec-
ommended that the food and beverage industry be required to put
nutrition labels on the front of their products that the American
people could easily understand. That was in 2010. On June 13th,
2023, the FDA announced that it would propose a rule to require
the food and beverage industry to put nutrition labels on the front
of their products no later than October 2023. The FDA missed that
deadline.

On December 6th, 2023, FDA announced that this proposed rule
would be made public in June 2024. The FDA missed that dead-
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line. On July 5th, 2024, the FDA announced that this proposed rule
will be made public by October 2024. The FDA missed that dead-
line. I have been told that on November 21st, 2024, after more than
14 years of inaction, the FDA finally sent this proposed rule to the
Office of Management and Budget for their review, but has still not
been made public. That is unacceptable.

In 2016, Chile implemented a law mandating warning labels on
the front of unhealthy food and beverage products. After this law
was implemented, calories consumed from these products went
down by 24 percent. Similar labels were put into effect in Peru in
2019, and Israel, and Mexico, in 2020, in Uruguay in 2021. And in
Brazil, Columbia, Argentina, and Venezuela, from 2022 to 2024.

Nearly 30 years ago, the FDA and Congress had the courage to
take on a tobacco industry whose products killed over 400,000
Americans every year, including my father. And as a result of these
actions, smoking rates among adults dropped from 43 percent in
1965 to 12 percent in 2023. Smoking rates among teens dropped
even more significantly. That effort was a major success.

Now is the time for us to seriously combat the type 2 diabetes
and obesity epidemics in this country. In order to do that, we must
have the courage to take on the greed of the food and beverage in-
dustry, which every day is undermining the health and well-being
of our children.

For starters, we need strong front-of-package food labels so that
all consumers, especially children, can be warned as to which prod-
ucts are harmful to their health. Tobacco labels in the United
States do not say, “High in tar,” or, “High in nicotine,” “High in
carcinogens.” They say, “Cigarettes cause lung cancer, emphysema,
and may complicate pregnancy.”

Let’s be clear, not only must we put strong warning labels on
unhealthy food and beverages, we must also ban junk food ads tar-
geted to children. The National Institute of Health has estimated
that if the United States banned fast food advertising marketed to
children, we could cut the childhood obesity rate by 18 percent.
This is not a radical idea.

In the 1980’s, Quebec banned junk food advertising to children
under 13. Last summer, the World Health Organization called for
countries to substantially reduce the marketing of junk food to chil-
dren. And Norway, announced that it would be banning all food
and beverage advertisements to kids. Ireland, Portugal, South
Korea, Spain, Taiwan, and several other major countries have ei-
ther seriously restricted or banned junk food ads targeted to chil-
dren. Not a radical idea.

Finally, in my view, we have got to substantially—and this Com-
mittee has dealt with this a whole lot—reduce the outrageously
high prices of diabetes and weight loss drugs for Ozempic and
Wegovy.

In April, I introduced legislation to enact a Federal ban on junk
food advertising targeted toward children, and to require the FDA
to put strong warning labels on products high in added sugar, salt,
and saturated fat. So, today is an important hearing. We'’re dealing
with the health and well-being of many millions of our people.
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We're dealing with the need to substantially cut back on the hun-
dreds of billions of dollars we now spend on diabetes.

We thank Dr. Califf and Mr. Jones for being with us.
Senator Cassidy, the mic is yours.

OPENING STATEMENT OF SENATOR CASSIDY

Senator CAsSIDY. Thank you, Chair Sanders. Near 1 in 3 Ameri-
cans live with obesity, including 14 million children. Nearly 1 in 10
have type 2 diabetes, one of many chronic diseases obesity is asso-
ciated with, and obesity costs lives and results in $173 billion in
healthcare spending per year.

When Obamacare was passed, there was a McKinsey report that
said that unless we address the burden of chronic disease, we'll
never control healthcare costs. And obesity is one of those things
that was listed as those drivers of chronic disease. All this says
that we must have solutions for both obesity and for the complica-
tions of which we have spoken. A great place to start is our Na-
tion’s food supply and the changes in Americans’ diet over decades.
According to analysis on internal medicine, 37 percent of adults
consume an unhealthy diet.

Now, I'm pleased to say that reducing obesity, particularly
among children is bipartisan. The incoming Trump administration
is indicating that combating obesity, promoting healthy foods is a
top priority. Many of President Trump’s concerns around food
transparency are echoed by Democratic colleagues, including Chair
Sanders in the new majority. I am excited to work with President
Trump and colleagues on this dais to examine these issues, crafting
policies to enhance the health of Americans.

Today, we’ll hear about the FDA’s desire to implement a manda-
tory front-of-package label. Now, it’s out of ordinary that we are
holding a hearing before FDA has even released a formal proposal,
but it’s an important conversation. We must recognize, however,
that food labeling reforms are not the end-all be-all, which is to say
they are not a silver bullet in solving the Nation’s health and obe-
sity issues.

The Committee needs to look at all factors leading to obesity and
how Congress can use its resources to promote a healthier lifestyle.
This means examining FDA’s role in reviewing the safety of chemi-
cals and ingredients that go into our foods. It’s important that FDA
take a close look at existing review frameworks so foods are safe
to consume. We also need to examine how Congress can better sup-
port robust scientific research on food ingredients, and I look for-
ward to discussing this with FDA leadership.

I also want to hear from FDA about the progress that has been
made in improving food safety duties under the Biden/Harris ad-
ministration, FDA faced enormous challenges in regulating food
safety, including the 2022 infant formula shortage, which severely
impacted American families. These challenges led FDA to complete
the largest reorganization in its history, and it’s important that
Congress provide oversight.

Beyond FDA, we know that the National Institutes of Health,
NIH, habitually underfunds nutrition and obesity research, despite
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its overwhelming impact on the health of our Country and impact
on related medical conditions. Should there be more NIH funding
looking at genetic predisposition? I think so. This is something I’ll
examine as Chair of HELP Committee in collaboration with the
Trump administration.

I thank our witnesses for being here. I look forward to a produc-
tive discussion on how we can make America healthy again.

The CHAIR. Thank you, Senator Cassidy. Our witnesses today are
Dr. Califf and Mr. Jones. Dr. Califf is the Commissioner of the U.S.
Food and Drug Administration. He served previously in the Obama
administration, as well as right now in the Biden administration.

Dr. Califf, thank you very much for being with us.

STATEMENT OF ROBERT CALIFF, M.D., COMMISSIONER,
UNITED STATES FOOD AND DRUG ADMINISTRATION, SILVER
SPRING, MD

Dr. CALIFF. Chair Sanders, and Ranking Member Cassidy, and
Members of the Committee, thanks for the opportunity to testify,
to discuss the Agency’s efforts to reduce the chronic disease burden
in America, and the role of our nutrition initiatives such as the
proposed front-of-package labeling rule contribute to these efforts.

I've had the great honor to serve as the commissioner of the
FDA, not once, but twice. I came back to FDA because I believe
strongly in its mission and workforce. Americans have entrusted us
with regulating industries that bear the responsibility of producing
and distributing products that are safe and improve health.

While all the work FDA does is crucial, the greatest public
health advancements we can make would be to improve the diet of
Americans and eliminate the use of tobacco. The food we eat is con-
tributing to America’s unfortunate position with the lowest life ex-
pectancy among large high-income countries. I want to stress this;
last place among large high-income countries in life expectancy.

Nearly everyone knows and cares for someone with a chronic dis-
ease. 6 in 10 Americans have at least one chronic disease, and 4
in 10 have two or more chronic diseases. I am deeply aware of this
because my 35-year clinical career has been spent in direct care of
suffering people with cardiovascular disease.

We all know that eating a nutritious balanced diet is a challenge
for many people. Products that may appear nutritious could be
loaded with sodium. People can exceed the recommended daily
limit for added sugars with a single 16-ounce bottle of soda, and
over 70 percent of our food supplies considered ultra-processed. As
a recent Wall Street Journal editorial put it, “Americans eat
unhealthy food because the food system is designed to feed it to
them.”

Meaningful change can only happen with serious action by Con-
gress, the industry, and multiple state and Federal agencies. And
of course, we're here today because this includes a major role in ac-
countability of the FDA. FDA is trying to do its part within its au-
thorities and budget, but successful change in the trajectory of our
health depends on reaching a societal consensus that we will do
this together.
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When we pull the levers at our disposal, specific actions by FDA
can have sweeping effects. When we required trans fat to be la-
beled on the Nutrition Facts label in 2006, we saw a nearly 80 per-
cent drop in consumption because consumers picked different foods
and industry reformulated their products.

Establishing a front-of-pack label could be another landmark pol-
icy. Displaying certain nutrition information right on the front of
the package would allow Americans to quickly and easily identify
how foods can fit into a healthy dietary pattern.

The health impact of ultra-processed foods is at the forefront of
current policy considerations, and the clear association between
ultra-processed food and negative health outcomes is a major con-
cern. While there are still much we need to understand, ultra-proc-
essed foods are usually high in saturated fat, sodium, and added
sugars, and there’s already substantial evidence of harm when
these nutrients are consumed in excess.

We are not waiting to act where the evidence is clear. In addition
to front-of-pack nutrition labeling, FDA is working to reduce so-
dium across the food supply, update the “healthy” claim on food
packages, and strengthen our chemical safety review program.

There is good reason to be concerned about the chemicals that
are routinely included in much of our food. The FDA has limited
resources to deal with this issue despite repeated requests for fund-
ing for much needed additional experts to do the evaluations. There
are years of work under each of these initiatives that are per-
formed by highly qualified and dedicated staff in the face of mul-
tiple limitations in the existing science, extensive legal hurdles,
and direct opposition from powerful industry forces.

We have just completed the largest reorganization in FDA’s his-
tory, in no small part, so that we could take on the issues of nutri-
tion and chemicals in our food supply. As you know, I'll be leaving
FDA at the change of administrations, but I can assure you that
our people at FDA want to do more and we need your partnership.

As a cardiologist, I've spent most of my career dealing with the
tragedy of premature death and disability. But my time in Wash-
ington has made me aware of how hard it is to address these policy
issues. Our Nation’s complex financial and industrial interest, com-
bined with our national instinct to favor individual freedom to
choose even if the choice is one that impairs health, make it dif-
ficult to take actions that have been successfully deployed by many
other countries.

I believe these differences directly lead to better health and
longer life in every other large high-income country compared with
ours. In my opinion, finding a better consensus on these issues in
America is not just an opportunity, but a necessity for the future
of our Country.

Thanks for the opportunity to testify today, and we’ll be happy
to answer your questions.

[The prepared statement of Dr. Califf follows.]
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PREPARED STATEMENT OF ROBERT CALIFF AND JIM JONES

Introduction

Chair Sanders, Ranking Member Cassidy, and Members of the Committee, thank
you for the opportunity to testify before you today to discuss efforts to reduce the
chronic disease burden in America and the Food and Drug Administration’s (FDA
or the Agency) front-of-package nutrition labeling initiative.

This is an important time to testify before this Committee on a growing and vi-
tally urgent issue facing Americans: chronic disease, including diet-related chronic
disease. The food we eat is exacerbating America’s tragic title for the lowest life ex-
pectancy among large high-income countries. !

Chronic diseases, including heart disease, cancer, and diabetes, are the leading
cause of disability and death in America. They are also the leading drivers of the
Nation’s $4.5 trillion in annual health care costs. Nearly everyone knows and cares
for someone with a chronic disease: 6 in 10 Americans have at least one chronic dis-
ease and 4 in 10 have two or more chronic diseases. 2 Unfortunately, the toll of diet-
related chronic diseases is even greater for racial and ethnic minority groups, those
with lower socioeconomic status, and those living in rural areas. The burden of diet-
relateﬂ chronic diseases translates into astronomical health care and economic costs
as well.

While there are myriad factors influencing health, the science is well settled to
support that poor nutrition—including insufficient consumption of fruits, vegetables,
and whole grains, as well as excessive consumption of saturated fat, sodium, and
added sugars—increases the risk of diet-related diseases. Improving what we eat
can be an effective remedy for diet-related disease, but changing diets is hard when
challenged by externalities like finances, access to healthy food, education, health
care, safe housing, job opportunities, neighborhood design, and transportation. Con-
sequently, improving the American diet to help ensure food is a vehicle for wellness
requires a whole-of-government and whole of society effort, including serious action
from industry to be part of the solution.

Ultra-Processed Foods and Poor Health Outcomes

The health impact of ultra-processed foods (UPF) is at the forefront of many cur-
rent discussions about nutrition. FDA agrees that the clear association between
UPF and poor health outcomes is cause for major concern. Foods deemed ultra-proc-
essed are usually characterized by industrial processing, the presence of additives
such as flavors or colors, and nutrients intended to make them appetizing (satu-
rated fat, sodium, and added sugars).

There is still a lot we need to learn about UPF. For example, nutritious foods such
as whole grain bread may be considered ultra-processed but are not necessarily as-
sociated with negative health outcomes and indeed have shown to be beneficial.3
Yogurt and tofu are other examples. Additionally, infant formula and some medi-
cally necessary foods would also be considered UPF under some definitions, but are
absolutely essential, nutritious foods. It is important that we better understand why
and how UPF may be negatively impacting health to help inform targeted policies
and avoid overly broad and impractical messages for consumers.

Still, we are not waiting idly for these answers. Later this month, FDA is con-
vening a workshop with the National Institutes of Health (NIH) and a principal
focus is to identify key priorities and critical next steps for research on UPF to help
accelerate higher quality research. We are also aggressively taking policy steps
where the evidence is clear.

A common characteristic of UPF is containing high levels of saturated fat, sodium,
and added sugars. There is already substantial evidence of harm when these nutri-
ents are overconsumed. In fact, much of the potential harm of UPF could be offset
by taking actions that affect these nutrients.4 FDA’s efforts to better inform con-
sumers through work on front-of-package nutrition labeling as well as on updating
the claim “healthy,” and our efforts to reduce sodium across the food supply, and
strengthen our chemical safety review program, may help.

1 “How does U.S. life expectancy compare to other countries?” Peterson-KFF Health System
Tracker, https:/ /www.healthsystemiracker.org [ chart-collection | u-s-life-expectancy-compare-coun-
tries/.

2 hitps:/ Jwww.cde.gov [ chronic-disease | about [ index.html.

3 hitps:/ | pubmed.ncbi.nlm.nih.gov /38417577 .

4 hitps:/ www.sciencedirect.com [ science [ article [ pii | S2667193X24000401.
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FDA’s New Nutrition Center of Excellence—Advancing Food as a Vehicle
for Wellness

FDA is well equipped to help lead the charge in improving nutrition in the U.S.
On October 1, FDA undertook the largest reorganization in the Agency’s recent his-
tory to establish the new, unified Human Foods Program (HFP), which included
standing up a Nutrition Center of Excellence (NCE). Helping to ensure food is a ve-
hicle for wellness is the vision of FDA’s HFP, led by Jim Jones, FDA’s first Deputy
Commissioner for Human Foods.

The NCE elevates and empowers FDA’s action on nutrition science, policy, and
initiatives to play a central role in a broader, whole-of-government approach to re-
duce the burden of diet-related chronic diseases, improve health equity, and ensure
the nutritional adequacy and safety of infant formula and other critical foods. A key
characteristic of the NCE is expanding collaborations—inside and outside the Fed-
eral Government—to help achieve shared goals. The NCE also focuses strategic
leadership and coordination of FDA’s nutrition work and is prioritizing the Agency’s
ongoing efforts to encourage industry to offer more nutritious foods and help U.S.
consumers make more informed food choices.

FDA’s nutrition work provides significant dividends: for every dollar we invest in
nutrition, we see a return of $119 in nutrition-related health benefits.5 Even rel-
atively modest investments can still have broad public health impact. We are eager
to grow and strengthen the NCE to more adequately address diet-related disease
and health equity and give these issues the attention they deserve.

Front-of-Package Nutrition Labeling and Additional Actions to Advance
Public Health

Empowering Consumers through Front-of-Package Nutrition Labeling

Front-of-package (FOP) nutrition labeling is one avenue that could quickly and
easily inform U.S. consumers about the levels of certain nutrients in foods, such as
saturated fat, sodium, and added sugars which can increase the risk of diet-related
diseases when consumed in excess and are commonly found at high levels in UPF.
It could complement the Nutrition Facts label by displaying certain nutrition infor-
mation right on the front of the food package, so it is immediately visible at the
point of decision-making. It also has the potential to be as iconic as the Nutrition
Facts label. For these reasons, publishing a proposed rule on FOP nutrition labeling
is a priority for FDA.

There is tremendous value in getting the FOP nutrition labeling regulation right
the first time. So, our effort to develop an FOP nutrition label has been vigorous
and deliberative. FDA has done extensive research, analysis, and drafting, using all
available tools and resources, to support a proposed FOP nutrition labeling rule so
that it can benefit consumers.

As part of this effort, FDA built the scientific basis to inform our development of
a proposed regulation to require an FOP nutrition label. We updated our thorough
review of the scientific literature published in recent years by researchers in the
United States and around the globe, foreign health agencies, and governmental bod-
ies (such as the National Academy of Medicine). The literature review highlights
that FOP labels have been widely found to be a useful tool in helping consumers
identify and select healthy foods. With those research findings in hand, we then pre-
pared our own research agenda.

We conducted two rounds of focus groups with U.S. adult food shoppers and con-
ducted an experimental research study with over 9,000 consumers from diverse pop-
ulations to ensure that everyone, including those most at risk for diet-related dis-
eases, was adequately represented. The FOP schemes we tested align with insights
from our focus group testing, review of the scientific literature, review of schemes
from other countries, and with our legal authority. Findings from the scientific lit-
erature and the consumer research FDA conducted indicate that:

FOP labels can help consumers identify healthy foods;

Consumers prefer simple, interpretive FOP labels;

FOP labels appear helpful for those with lower nutrition knowledge; and
FOP labels complement the Nutrition Facts label.

5 https:/reaganudall.org/operational-evaluation-fdas-human-foods-programs.
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Alongside our research efforts, we undertook extensive outreach to facilitate an
open and transparent process, so all interested parties had the opportunity to share
their views. During this process we heard from consumer and public health groups,
academia, health care groups, community members, as well as food companies and
food trade associations. This included numerous individual meetings, four round-
table listening sessions, coalition meetings, and a public meeting on FOP Nutrition
Labeling hosted by the Reagan-Udall Foundation for the FDA. 6

The goal of these engagements was to hear interested parties’ points of view and
learn from their experiences with FOP nutrition labeling. While we are limited in
the extent of information we can share with interested parties when developing a
rule, we continue to share information as we are able, and we have an FOP
webpage that is routinely updated. For example, our literature review and detailed
information about our consumer research is available on the webpage.” We have
also discussed our plans to develop a FOP nutrition label with our federal partners
and had numerous discussions with foreign health officials in countries that have
adopted FOP nutrition labeling to learn more about how their labels were designed,
implemented, and evaluated.

Finally, we carried out the many steps to develop regulations, including an eco-
nomic analysis, peer review of the data, and a legal analysis. We look forward to
being able to discuss the details of our research and our proposal with the Com-
mittee and the public soon. We are confident it will reflect the research and what
we have learned from consumers, academics, health advocates, and the food indus-
try, as well as many others.

Providing a Refreshed Tool for Consumers by Updating the “Healthy” Claim

FOP nutrition labeling is one part of a suite of nutrition initiatives FDA is
prioritizing. FDA also is working to finalize updates to the definition of the
“healthy” nutrient content claim to reflect current nutrition science in the very near
future. Voluntary claims like “healthy” on food labels can convey information to
shoppers at a quick glance and help consumers identify foods that are the founda-
tion of a healthy dietary pattern. FDA is also developing a “healthy” symbol that
would be a graphic representation of the claim and is engaging with interested par-
ties to find ways to support use of the claim and future symbol.

Fostering a Healthier Food Supply by Lowering Sodium

FDA continues to make great strides to help reduce sodium across the food sup-
ply, which has the potential to be one of the most important public health initiatives
in a generation. In 2021, we issued Phase I voluntary sodium reduction targets, and
we are seeing promising progress toward those targets.8 We are very encouraged
that our initial assessment of the Phase I targets showed that, in 2022, 40 percent
of the Phase I targets had already been reached or were within 10 percent of meet-
ing the targets. Additionally, recently released National Health and Nutrition Ex-
amination Survey (NHANES) 2021-2023 data show sodium intake levels at 3,113
milligrams (mg) per day, down from over 3,300 mg/day prior to 2021. This appears
to be one of the largest decreases in decades and aligns with the trends we saw in
our preliminary assessment—a very positive signal for the Agency’s investment in
sodium reduction efforts.

In August 2024, we started the next phase by issuing draft Phase II voluntary
sodium reduction targets.? Together, the Phase I and Phase II targets would sup-
port reducing average sodium intake by about 20 percent from previous levels. FDA
is receiving public comments on the draft Phase II targets and looks forward to fi-
nalizing them.

Together, FOP nutrition labeling, the “healthy” claim and symbol, and helping to
reduce sodium in foods work cohesively as part of a government-wide approach to
better inform consumers, improve nutrition, and reduce diet-related chronic dis-
eases. These efforts can also help consumers more easily identify foods rec-
ommended by the Dietary Guidelines for Americans and may assist them in reduc-

6 https:/ | reaganudall.org | news-and-events [ events | front-package-labeling.

7 https:/ [www.fda.gov | food | nutrition-food-labeling-and-critical-foods | front-package-nutri-
tion-labeling.

8  hittps:/ /www.fda.gov [ food | nutrition-food-labeling-and-critical-foods | sodium-reduction-food-
supply#progress.

9 hitps:/ www.fda.gov / food | food-labeling-nutrition | sodium-reduction-food-supply.
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ing consumption of certain nutrients that can be found in foods that are commonly
considered ultra-processed.

Ensuring Food Chemical Safety and Protecting Human Health

FDA recognizes that there is also significant attention and concern around the
presence of certain additives, such as flavors or colors, that are another common
characteristic of UPF. During our public meeting in September on the Development
of an Enhanced Systematic Process for FDA’s Post-Market Assessment of Chemicals
in Food, 1© FDA heard from a wide range of interested parties regarding UPF, the
chemicals they contain, and the potential role these chemicals may play in chronic
disease. Congress, state legislatures, and others have made clear that food chemical
safety is a priority we need to address. We agree, and we are committed to leading
the way on food chemical safety.

Under the new HFP, we are leveraging our scientific expertise and developing a
more nimble and systematic approach to evaluating chemicals in the food supply.
In particular, the Agency now has an office specifically dedicated to post-market as-
sessments and is developing a process for conducting post-market assessments of
chemicals previously evaluated for use in foods, which was discussed at the public
meeting in September. FDA uses toxicity and biological data, along with data to es-
timate exposure, to support regulatory decisions allowing or restricting uses of sub-
stances according to our safety standard of reasonable certainty of no harm. This
general approach assures there is an adequate margin between doses that can cause
adverse effects and the exposure level in food.

FDA recognizes that there is a clear nexus between our nutrition goals and chem-
ical safety goals. And we will act when data demonstrates a chemical in food causes
harm. As an example, in 2015 FDA revoked the “generally recognized as safe” sta-
tus of partially hydrogenated oils (PHOs) because various studies consistently linked
PHOs consumption with heart disease. However, to date, the literature connecting
UPF-related adverse health effects to specific food chemicals is neither robust nor
settled. FDA continues to monitor the food supply, evaluate new science, and take
action when we find that a chemical causes a food to be unsafe.

The workload in the food chemical space has increased and become more complex.
There has been a proliferation of new scientific data and methods, increased devel-
opment of new food ingredients, technological advancement in new sustainable food
contact materials, and other innovations. There are also important gaps that need
to be addressed as we undertake the work to strengthen our food chemical safety
activities. We know that use patterns and use levels of chemicals and ingredients
have changed over time, so we need updated exposure and safety data, including
from industry, to support our reassessment work. Access to these data would allow
FDA to take any necessary regulatory actions in a timely manner to protect con-
sumers and help ensure food safety.

Closing

All people in this country should be able to live better, longer, and more produc-
tive lives—free of the burden of preventable food and diet-related illness, disease,
and death. Giving people nutrition information via labeling, and improving the qual-
ity of ﬁ)ur food supply, are of paramount importance. Change cannot happen soon
enough.

Nutrition labeling is an important tool, but we need more than one lever to help
Americans build healthier diets. We must continue to learn more about UPF, de-
velop a stronger chemical safety review program, and build on the success of other
nutrition initiatives like updating the “healthy” claim and sodium reduction.

Finally, when it comes to food, FDA shoulders an enormous responsibility, but we
do not act alone. Improving the food supply and advancing nutrition is a shared re-
sponsibility. Industry must also do more to offer healthier foods; it is in everyone’s
best interests for the U.S. food supply to be a source of wellness. We at FDA are
firmly committed to working with this Committee and Congress, with our regulatory
partners, and with all of those who play a role in the nutrition of the U.S. food sup-
ply, to tackle head-on the challenges we face in our increasingly complex food sys-
tem.

10 https: | |www.fda.gov | food | workshops-meetings-webinars-food-and-dietary-supplements |
public-meeting-development-enhanced-systematic-process-fdas-post-market-assessment-chemicals-
food.
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Thank you for the opportunity to testify today. We will be happy to answer your
questions.

[SUMMARY STATEMENT OF ROBERT CALIFF AND JIM JONES]

This is an important time to testify before this Committee to discuss the Agency’s
efforts to reduce the chronic disease burden in America and the role our nutrition
initiatives, such as the proposed front-of-package labeling rule, contribute to these
efforts. The food we eat is contributing to America’s title for the lowest life expect-
ancy among large high-income countries. Nearly everyone knows and cares for
someone with a chronic disease: six in ten Americans have at least one chronic dis-
ease, and 4 in 10 have two or more chronic diseases. This burden translates into
astronomical health care and economic costs.

While there are myriad factors influencing health, the science is well settled to
support that poor nutrition—including insufficient consumption of fruits, vegetables,
and whole grains, as well as excessive consumption of saturated fat, sodium, and
added sugars—increases the risk of diet-related diseases. Consequently, improving
the American diet to help ensure food is a vehicle for wellness requires a whole-
of-government and whole of society effort, including serious action from industry.

The clear association between ultra-processed food (UPF) and negative health out-
comes is cause for major concern. While there is still much to understand, UPF are
often high in saturated fat, sodium, and added sugars and there is already substan-
tial evidence of harm when these nutrients are consumed in excess. FDA is not
waiting to act where the evidence is clear. Establishing a front-of-pack (FOP) nutri-
tion label could be a landmark policy. Displaying certain nutrition information right
on the front of a package would allow Americans to quickly and easily identify how
foods can fit into a healthy dietary pattern. FDA has done extensive research, anal-
ysis, and drafting, using all available tools and resources, to support a proposed
FOP nutrition labeling rule so that it can benefit consumers.

In addition to front-of-package nutrition labeling, FDA is working to reduce so-
dium across the food supply and update the “healthy” claim. FDA is already seeing
progress toward its sodium reduction targets and recently released data show so-
dium intake levels have decreased.

Another common characteristic of UPF is the presence of certain additives, such
as flavors or colors. FDA is committed to leading the way on food chemical safety.
Under the new Human Foods Program, we are leveraging the agency’s scientific ex-
pertise and developing a more nimble and systematic approach to evaluating chemi-
cals in the food supply.

All people in this country should be able to live better, longer, and more produc-
tive lives—free of the burden of preventable food and diet-related illness, disease,
and death. Improving the food supply and advancing nutrition is a shared responsi-
bility. Industry must also do more to offer healthier foods. FDA is firmly committed
to working with this Committee and Congress and with all of those who play a role
in the nutrition of the U.S. food supply, to tackle head-on the challenges we face
in our increasingly complex food system.

The CHAIR. Thank you very much. Mr. Jones, did you want to
add anything to that or

Mr. JONES. No, thank you.

The CHAIR. Okay. Thank you again, Dr. Califf. I agree with much
of what you said in your testimony. I agree with much of what Sen-
ator Cassidy said, but the problem is that the issue we’re talking
about today is not a new issue, is it? 2010, the National Academy
of Medicine recommended that the food and beverage industry be
required to put nutritional labels that the American people could
easily understand on the front of their packages.

According to the CDC, the rate of childhood obesity in America
has tripled since the 1970’s. And from where I'm standing here, the
FDA has not responded in any way with the urgency of the crisis.
How long does it take to put a bloody label on a product? And by
the way, we’ll talk about that in a moment. I don’t know if you're




12

going to be telling us after years and years of research and focus
groups, what that label will look like.

But the bottom line here is, I would like you to tell me why when
countries around the rest of the world with fewer resources than
we do, are able to put labels on their product warning parents
about the dangers of those products to their kids, how come the
most powerful and wealthiest nation in the world is unable to do
that?

Dr. Califf.

Dr. CALIFF. With your permission, I'm leaving soon.

The CHAIR. I heard that.

Dr. CALIFF. Not from this meeting, but from my job. So, I'm
going to provide editorial comments and Mr. Jones can provide you
a lot of facts. You asked how long does it take? Let’s talk about to-
bacco. We were instructed to do that many years ago. We have lost
in court on that issue, and we’re finally winning now, it looks like.

But the point I want to make is what sounds simple given the
current state of judicial affairs, First Amendment rights, the fact
that corporations have the same rights as individuals, every little
thing we do, unless specifically, in detail, instructed by Congress,
we—it’s not just that we lose in court, but we lose years when that
happens

The CHAIR. Let me—yes, again, I apologize for interrupting, but
don’t have endless amounts of time. I understand all that. But are
you going to tell us with a straight face that you have become—
you have come before this Committee and the American people and
say, “Hey, we have a major, major crisis. We are losing lives. We're
spending huge amounts of money. People’s limbs are being ampu-
tated. We have got to act.” And have you pointed a finger at those
people who are the cause of the problem? Have you had the cour-
age to take on a very powerful food and beverage industry?

There are 15 teaspoons of sugar in this product. How many par-
ents in America know this when they give it to their kids and say,
“Here, have a Coke. Go out and play ball.” Have you done your job?
And your predecessors, not just you, have you done your job in
alerting the American people to the danger and rallying Members
of Congress to stand up to the special interests who are causing
these problems?

Dr. CALIFF. With all due respect, I've been working on this prob-
lem for all of my career. This is what I've done, and I think I have
talked about this very specifically. I think we all wish that we had
g}(l)tten to the goal sooner that you described. I'm not contesting
that.

But I do believe in an appropriate discourse with this Committee.
We need to carefully reflect on the issues in play right now that
would allow this to happen. And I'm really heartened to hear the
bipartisan support for this because much of what we tried to do,
frankly, gets blocked along the way.

The CHAIR. Let’s be honest here. The food and beverage industry
spends hundreds and hundreds of millions of dollars on lobbying
and on campaign contributions. You tell me the role that they are
playing in destroying the health of America’s children.
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Dr. CALIFF. Well, I'm not going to contest your comment about
the amount of money spent on lobbying. I think it’s probably accu-
rate. I don’t have figures on that. But a lot of the changes that
those of us who are interested in better health would like to make
are blocked at the level of legislation for reasons such as——

The CHAIR. But 'm——

Dr. CALIFF [continuing]. You have to tell me.

The CHAIR [continuing]. Still not hearing you. What is the reason
that our kids are unhealthy? What role do these this industry play?
Even now, you're getting out of office. Are you prepared to tell us
that this Committee, this Congress, needs to take on the food and
beverage industry whose greed is destroying the health of millions
of people?

Dr. CALIFF. Well, I'm not going to castigate the people that work
in the food and beverage industry. What 'm——

The CHAIR. You're not?

Dr. CALIFF. No. What I will say——

The CHAIR. That is your job.

Dr. CALIFF. No. It’s not to castigate. It’s to point out how to make
progress in this area. We have an industry that if you tried to
change it overnight, there are farmers all over the United States
who would not be able to grow the crops they’re currently growing.
So, there needs to be a plan, and it needs to be implemented in a
mature, thoughtful way across the country. I'm 100 percent in
favor of change.

The CHAIR. The Academy of Medicine in 2010. How many years
does it take to do it? 14 years is enough time? How many kids have
died and gotten sick during those 14 years?

Dr. CALIFF. It’s not just kids, it’s adults, of course. And I want
to see it change as much as anyone, but we have to do it in a way
that considers all the factors——

The CHAIR. Protecting interests of——

Dr. CALIFF [continuing]. That are involved to make a change.

The CHAIR [continuing]. The food and beverage industry.

Senator Cassidy.

Senator CAssIDY. I will allow Senator Tuberville to go first.

Senator TUBERVILLE. Thank you, Mr. Chairman. Thanks both for
being here. We can, obviously, tell by all the young people in there,
and even my two boys at home, they really got into this past elec-
tion because of food safety and health. Because most of our kids are
a lot more into health and nutrition than we were growing up. And
it’s really gotten out of control.

I want to ask you about Red 3 and Red 40, both of you, and get
your comments on this. It’s not a conservative or a liberal stand-
point. I think we all need to understand as a group about how
we've gotten to this point. The FDA has a position that food color-
ing like 40 are safe for our kids’ ingestion. The both of you stand
behind that?

Dr. Califf.

Dr. CALIFF. I’'m going to refer that to Mr. Jones. Okay.
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Mr. JONES. We have not evaluated Red 40 in over a decade, over
a decade ago.

Senator TUBERVILLE. Wow. We have not?

Mr. JONES. We have not. We at FDA, we have not evaluated the
safety of Red 40 in over a decade. So, over a decade, that was the
conclusion that FDA made.

Dr. CALIFF. But we have evaluated—we are in the process of
evaluating Red 3, and you may want to comment on that.

Senator TUBERVILLE. Well, let me say this. Red 3 has been
known to cause cancer in cosmetics, but we still allow it to be put
in our food. I don’t understand that. Go ahead.

Mr. JONES. Red 3, we have a petition in front of us to revoke the
authorization for it. And we are hopeful that within the next few
weeks, we’ll actually—we will be acting on that petition and a deci-
sion should be forthcoming.

Senator TUBERVILLE. Tell us that process. How does that work,
the timeline? If we know something’s deadly for anybody that in-
gested, how, how do we continue to just study that and not say,
hey, enough’s enough?

Mr. JONES. Red 3 presents an interesting example for us. It is
actually known to be cancer in laboratory animals, rats, but the
scientific consensus is that the mechanism of carcinogenicity in
rats is not applicable in humans. However, under the FFDCA,
which is the law that we implement, any chemical that is shown
to be carcinogenic in animals or humans, or should I say humans
or animals, cannot be authorized by FDA. It’s called the Delaney
Clause.

Even though we don’t believe there is a risk to humans under
the Delaney Clause of the FFDCA, red dye, because it is known to
cause cancer in laboratory animals should not be authorized. And
so, that is what has challenged FDA for many years, is how to
manage around the Delaney clause, where you have a scenario
where, although there may be cancer evidence in animals, there is
also evidence that is not harmful to humans.

Senator TUBERVILLE. I hope the FDA feels a responsibility to hu-
mans. Dr. Califf, you’ve probably heard quite a bit about this for
the last 4 years that you've been serving us. Has this been a pri-
ority? Because we hear it constantly about the dyes. I mean, dyes
inl'{e j11118t coloring. It has nothing to do with the taste or anything
ike that.

Dr. CALIFF. Yes. A couple of things, but, so first of all, it is a pri-
ority. And I want to point out, listen carefully to what Mr. Jones
said. We don’t have data in humans that Number 3 causes cancer,
but we have it in laboratory animals. And so, this gets complicated.
And I want to remind you of what it takes to demonstrate that a
substance that people eat causes cancer. You have to study a large
number of people over a long period of time because if something
caused cancer right away it would be obvious.

But in these cases, you need something different. And I want to
point out, we have a very small staff that can do this based on the
budget. We have repeatedly asked for better funding for chemical
safety. I brought Mr. Jones in to head the Human Foods Program
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because of his history of working on environmental issues. I think
it is a huge priority. He’s an expert in this. Please look at our re-
quest for funding for the people who do this work. Remember that
when we do ban something, it will go to court. And if we don’t have
the scientific evidence, it won’t stand up in court. We will lose in
court.

Senator TUBERVILLE. Okay. I want to ask you this, and I think
everybody in here wants to hear the answer to this question. We
all hear Europe uses different dyes because they’ve come up with
their evaluation that it does cause problems for humans. Do we
have a different review system than they do about food dyes, or
anything put in food?

Mr. JoONES. The biggest distinction between the U.S. and Europe
is that they have been doing post-market review of chemicals now
for over 20 years. In the FDA, although we have authorization to
do post-market reviews, there’s no statutory mandate to do them.
One of the things that Dr. Califf mentioned is that as part of this
reorganization, we are dedicating an entire office whose job is to do
post-market chemical reviews.

But we are several decades behind Europeans and our Canadian
counterparts because they have legal mandates to reevaluate
chemicals that have been authorized at some point in the past. We
don’t. But we are going to undertake it, but we are going to defi-
nitely struggle with the resources necessary to do that.

Dr. CALIFF. There’s a real lesson here from—I don’t know if you
eat Froot Loops. I grew up every once in a while, eating Froot
Loops. But there’s a real lesson here, and I don’t—I haven’t verified
this myself, but it’s widely written that when the dyes that make
Froot Loops bright were taken out for the reasons that you give,
the sales went straight down and they were put back in.

As long as we have a consumer driven system where what people
like in the short-term is what drives the system, unless we have
help from you-all that is clear direction from Congress, particularly
given the recent Supreme Court decisions, it’s going to be really
hard for us to mandate how things come off. Just a point I'm going
to make over and over and I thank you. I apologize, but I think
it’s really important that we work together on this.

Senator TUBERVILLE. Thank you. Thank you for your points.
The CHAIR. Senator Murray.
Senator MURRAY. Thank you very much, Mr. Chairman.

You know, as we all know, chronic diseases, we’ve been talking
about heart disease, diabetes are the leading cause of disability and
death in America. And it’s all too common as the Chairman talked
about. We have about 1 in 10 people in Washington State, about
1 in 10 Americans suffer from diabetes. So, we really do need evi-
dence-based approaches to advance nutrition and to prevent and
treat chronic diseases like diabetes.

Dr. Califf, earlier this year, I got to hear directly from you at our
Senate Appropriations hearing about your plans to stand up the
new Human Foods Program, including a new Nutrition Center of
Excellence. Can you or Mr. Jones talk about how FDA is utilizing
research from NIH and other Federal agencies to scale up what we
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know about preventing and treating chronic diseases like diabetes,
and to better inform our food policy?

Dr. CALIFF. Quick editorial point of view and then Mr. Jones can
give the details. This is the largest reorganization in our history,
as far as we know. 8,000 people changed. It was widely embraced.
Maybe contrary to some statements I've heard about Federal em-
ployees, widely embraced by the workforce at FDA to do this reor-
ganization because people recognized they needed to focus on this
and a better structure to do it. It involves the entire inspectorate
at the entire Human Foods Program.

As many people requested, we brought in a leader, Mr. Jones, to
head the whole thing up. So, it’s a very high priority. A quick com-
ment on NIH, and it’s very important, that we not tell at FDA,
NIH what to do. There is a lot of nutrition research at NIH, but
it’s spread across all the disease and body parts areas, as I call it.
We very much need this sort of basic research on obesity per se as
an element.

There’s some tremendous research by, particularly, our investi-
gator named Kevin Hall on ultra-processed foods. Very important
to us. But we’re going to have a big meeting next month, or this
month, I guess, now, between FDA and NIH on the research agen-
da. So, look forward to that.

Senator MURRAY. Mr. Jones.

Mr. JONES. One of the reasons we established a Nutrition Center
of Excellence was because we realized that we were not going to
have the kind of resources that ideally one would want. And so, the
center is going to work with other entities within the Federal Gov-
ernment, including NIH, but other entities in the Federal Govern-
ment, in particular USDA, and as well as universities, to make
sure that we are fully taking advantage of and collaborating
around the research portfolio on nutrition across the country.

We work very closely with NIH, and as Dr. Califf said, in 2
weeks we are co-hosting with them a research symposium that’s
going to be focusing on what does the research agenda for ultra-
processed food need to look like.

Senator MURRAY. Okay. I also want to ask you, while you're
here, about the Modernization of the Cosmetics Regulation Act that
we passed. For a long time, harmful substances have made their
way into makeup, lotion, hair care products, and many other prod-
ucts that people use every day. And the FDA had no power to take
any action.

Back in 2022, we passed my bipartisan Modernization of Cos-
metics Regulation Act, known as MoCRA, which empowered FDA,
finally, with the tools that needed to better ensure cosmetic prod-
ucts are safe. It was the biggest change to FDA’s authority to cos-
metics since 1938.

Now, it’s been 2 years since the enactment, and I wanted to hear
from you on how implementation is going, and how the FDA is
working to improve the safety of personal care products. The law
requires—actually, required FDA to issue good manufacturing
practices for facilities that manufacture cosmetic products. Since
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it’s been 2 years, the FDA has not put out any good manufacturing
practices. So, tell me where we are with this?

Dr. CALIFF. Sure. So, first of all, I want to thank you. I worked
on this in 2016. It took a long time to get the legislation, and it’s
much appreciated and much needed. There’s actually a good part-
nership with industry to make this happen, but we have stood up
the registration of facilities and products.

Some Americans may not believe this, but there was no record
of what cosmetics were being put on the market before this. And
we’ve now got a listing and also a complaint system that didn’t
exist. When there are adverse events, they can be sent. So, GMP
is on the list to work on. And I know that’s not a great time to talk
to Congress about budgets, but the budget what was allocated to
this was a small fraction of the estimates by everyone involved of
what it would take to actually meet the requirements of Congress.

This is going to need to be looked at in terms of if we want this
to get done in a timely fashion, there actually is time and material
of qualified experts to get the work done. We’re doing everything
we can to use internal resources. Like, we use the drug complaint
system to register adverse events. That saved a lot of money com-
pared to doing it de novo.

Senator MURRAY. Well, I'm out of time, but I just want to let the
Committee know. I'm going to be following up on this, making sure
that FDA is very aggressive implementing the law that we passed
2 years ago.

The CHAIR. Senator Cassidy.

Senator CAsSIDY. Thank you both. First, Dr. Califf, 'm just going
to go far field from nutrition, but it’s just so topical. Hurricane He-
lene has disrupted the production of saline fluid. I'm a physician.
I hear from my local hospitals that there is down to a one-to-two-
week supply of saline and other IV fluids.

You may tell me that you have to go back and research this, but
I have a constituent who has a FDA-approved plant elsewhere in
the Philippines. And I just mentioned him because I learned from
him, but others have the same thing, and they cannot get an EUA
to bring these products in. And indeed, they can’t even hear from
FDA as to why they can’t get the EUA. It’s always kind of like,
we’ll get back to you.

Now, we need resilience. It kind of reminds me of the delay in
getting infant formula in. Are you prepared—and you’re not, I
didn’t prepare you for this question, but do you have any ability to
comment on this?

Dr. CALIFF. I'm a little bit prepared. And let me tell you, I'm
hyper aware of this. With permission, I have a brother who has
pancreatic cancer who was just in the hospital. I was there and he
got one of the two bags of IV fluid he was supposed to get because
of the shortage. So, I'm very aware of it. I'll say that we have been
opening up—in order to allow a foreign facility in, we have to make
sure that it’s going to be safe.

Senator CASSIDY. No, but if it’s FDA approved already, at least
I'm told, well, that seemed like that would be a——
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Dr. CALIFF. Well, that we’d have to get back on the specific inci-
dent, but FDA-approved facilities could cover a wide range of possi-
bilities of whether it’s the actual product, how long ago was it, et
cetera. So, staff really have to make sure that when we import
things, that it’s safe.

Senator CAsSIDY. Can I follow-up with you afterwards?
Dr. CALIFF. Yes, please do.
Senator CASSIDY. I'd appreciate that.

Next, and I won’t—if I interrupt you, it’s not to be rude, but just
to kind of get through some questions. One of FDA’s primary re-
sponsibilities in food safety is inspecting. And I understand that
FDA continues to struggle to conduct regular inspections at the
pre-pandemic pace. At what point will we back, or what steps are
you doing to get back to these more regular safety inspections?

Dr. CALIFF. First of all, let me say—I mean, as you all know, the
day I was confirmed was the day of the Abbott recall. That was my
welcome back to the FDA. And it was immediately obvious that we
had many, many good people working between the Human Foods
Program and the Inspectorate who were in the wrong configura-
tion. And this has led to this massive reorganization.

A major part of the reorganization is to get more, we call them
investigators—you would think of the term inspectors—out in the
field and make sure that they are highly valued. Among the many
difficulties we have, and I used to manage a global clinical trials
organization that did studies of therapeutics, our investigators are
flying government-style and staying in hotels that their colleagues
who are doing inspections for the industries are not staying in. So,
we're really upgrading the status of the investigators so that when
they arrive at a place, they’re prepared, and ready, and building in-
formation system.

Very quickly, I know we’re going to be short on time. We want
an information infrastructure so that when they’re in a place, they
are guided. Al is a big part of this. Guided to focus their attention
where it’s needed so they can do more inspections.

We're going to get into, I know later in this hearing, the state
relationships. The states do a lot of inspections and there’s also in-
telligence from other countries that doesn’t substitute for an FDA
inspection, but can be very helpful. So, we’re working on every part
of that to increase the reach and magnitude of inspections.

Senator CASSIDY. Now, but it sometimes begs the question be-
cause before these positive steps, you had a higher rate of inspec-
tion, and after these positive steps, you continued to have a lower
rate of inspection. It begs the question of like, were the steps posi-
tive?

Dr. CALIFF. Well, we had a lot of loss of key people during the
pandemic. Everything I've told you about the lives of the
inspectorate and then flying around in the pandemic, not exactly
a choice job compared to other options. It really took dedicated——

Senator CASSIDY. If you look at your decline in investigator/in-
spector workforce, what percent of decline have you had?
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Dr. CALIFF. I can’t give you the exact number. We can get back
to you, but I can tell you it’s on the way—we were actually losing
net people.

Senator CASSIDY. But then let me ask you, again.
Dr. CALIFF. But now, we're now on a positive slope.
Senator CASSIDY. Limited time. So, to what degree can you at-

tribute the loss of workforce to the decreased inspections? Is that
the sole thing, or?

Dr. CALIFF. Well, during the pandemic there were other factors.
Like, we had to be able to get

Senator CASSIDY. But now post pandemic?

Dr. CALIFF. Now, I think it’s just a matter of personnel and time

allocated. But I know we’re working with your people on some de-
tails on this.

Senator CASSIDY. I'm just going to ask you, if you don’t mind,
then later, as a question for the record, provide us the metrics that
you're using to judge the kind of progress of this. Is it all per-
sonnel? That’s understandable. If it’s still system-related, despite
these changes in systems, that would be something for us to know.

Dr. CALIFF. Again, just very quickly, a lot of it is personnel. But
I describe some other system characteristics that are characteris-
tics of the government that make it hard for the inspectors to do
their work. It’s going to take us a while to fix those because these
are government-wide policies.

The CHAIR. Thank you.

Senator Baldwin.

Senator BALDWIN. Thank you, Mr. Chairman. And Dr. Califf,
thank you for joining us today. It’s critical that the FDA provides
consumers with clear and accurate nutritional information at the
grocery store by enforcing labeling standards and upholding the
Agency’s own rules for standards of identity.

For years, I have worked with farmers and dairy processors to
address the misuse of terms like “milk” and “butter” on plant-based
foods. In addition to introducing the DAIRY PRIDE Act, I've re-
peatedly asked the Agency to enforce labeling standards, and even
secured funding for the FDA to dedicate to this purpose. So, I'm
very disappointed by the lack of progress made at FDA.

In 2023, the FDA published draft guidance that enables mis-
leading product labels to remain on store shelves. The update
merely provides voluntary guidance on nutritional labeling to
plant-based processors, violating both FDA’s rules for standards of
identity and the Administrative Procedures Act. It’s hard to believe
that plant-based alternatives would willingly highlight the nutri-
tional disadvantages of their products compared to real milk.

We're here today because of the health of American families and
children is at risk due to insufficient nutrition. Studies consistently
show that consumers mistakenly believe that plant-based alter-
natives are nutritionally equivalent or even superior to dairy prod-
ucts.

At the same time, the inappropriate substitution of non-dairy al-
ternatives has been linked to a range of health issues in children
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and in infants. So, understanding this, how does the FDA justify
the voluntary approach outlined in the guidance?

Dr. CALIFF. I guess it’s only appropriate, this is our first con-
versation, I guess this will be our last, on the same topic. And I'm
going to ask Mr. Jones to give the details here. Our narratives are
not exactly the same, as you know. But, Mr. Jones?

Mr. JONES. Sure. Thank you, Senator. So, there are two issues
I think you’re raising. One is using the term “milk” and the other
one is the nutritional equivalence. And I'll try to address both of
them. So, if a plant-based milk alternative is labeled as milk in-
stead, for example, soy milk, that would be a violation. That is not
allowable. The law doesn’t prohibit the term “milk” in the labeling
of such products. So, as so long as the name itself is not mis-
leading. And we have a fair amount of research—well, a compelling
amount of research that consumers are not misled.

The CHAIR. I'm sorry, Mr. Jones, can you talk into the mic. I'm
not hearing you.

Mr. JONES. I'm sorry—consumers are not misled by using terms
such as soy milk or oat milk. They understand that it is not milk.
They’re purposefully seeking such products because theyre not
milk. So, on the issue of using the term milk, you have to use it,
you have to characterize what it is derived from. So, it has to say
soy milk or oat milk. You can’t just say milk on such a label.

As it relates to nutritional equivalence, the guidance that you de-
scribed, we were taking comment on that. And as you pointed out,
we said we encourage manufacturers of these products to identify
that they are not nutritionally equivalent to a dairy product. We
have gotten a fair amount of comment that is not adequate, and
then we are taking that comment under consideration.

Ultimately, I can’t say where we will land on that issue, but the
nutritional equivalence issue is very much on our radar. And as I
said, we’ve gotten a fair amount of comment along the lines that
you’ve described around nutritional equivalence.

Senator BALDWIN. Well, it would be cleared up if they didn’t use
the term milk. Right? But let me go on. We are also seeing a rise
in the availability of cell-based, lab-grown products using dairy
terms in stores. Does the FDA have a plan to ensure that these
products are labeled in a clear way that avoids any additional con-
sumer confusion what’s already a complex marketplace for dairy
products and plant-based alternatives?

Dr. CALIFF. Well, when we talk about a cell-based product, it’s
really important that we know exactly which one because, in gen-
eral, we regulate the safety of these products. But USDA regulates
the label of these products. And so, we have to know which ones
you're talking about. But I think above all else, it’s going to be im-
portant that the labels accurately reflect what the product is. And
so, we'd certainly agree that whether it’s us or USDA, that needs
to be taken into account.

The CHAIR. Senator Hickenlooper.

Senator HICKENLOOPER. Thank you, Mr. Chair. Thank both of
you for your service. I was at a round table in Colorado a while
ago, and throughout, one of our constituents referred to Dr. Califf
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which I thought was a really—given the fact that he still has some-
what of an accent, I thought that would be an interesting way to
magnify that.

I do appreciate the fact because you have been resilient in seek-
ing more funding. And many of the complaints that we’re having
are because there’s a clear manpower shortage. I'm not saying ev-
erything is resolved that, but certainly, a significant part of the
complaints we’ve heard so far this morning it’s a lack of people
being able to respond to inquiries, to complaints, to opportunities
to redress some of these health-related issues.

Let me talk a little bit about sugar connections and dementia.
Obviously, you talked a little bit about how almost three-quarters
of our food is made up of ultra-processed foods, and recently the re-
searchers are starting to see a possible connection between ultra-
processed foods with higher rates of diabetes, and then later in life,
there seems to be a connection to dementia.

I understand the limitations of science, and that’s one of the big
challenges for you-all, that every time science leads you in one di-
rection, the unbelievable pressures of profits in corporate quarterly
earnings pushes you or presses back in a powerful way. But even
as the science is evolving, there is pretty good evidence that diabe-
tes leads to a higher rate of inflammation, damaged blood vessels,
which all seem to be a part of the impairment of our cognitive ef-
forts as we get older. Again, this is already a problem, could be-
come much more severe.

Dr. Califf and Mr. Jones, has the FDA come across this connec-
tion while conducting research on the impacts of sugar, and how
should the FDA and other public health organizations be respond-
ing?

Dr. CALIFF. Well, this relates back to Senator Murray’s question,
because as you know, we don’t have much of a research budget.
We’re not a research organization. So, we’re very dependent on
other entities, particularly NIH, but also the industries that are
regulated.

I want to come back to comment on that in a second. But there’s
no question. I mean, this is what I do for a living. I'm a cardiolo-
gist. I've been talking about this for 30 years, and the data’s get-
ting stronger and stronger. I happen to have two sons, as you
know, that live in Colorado and four grandkids. You’re in a state
where it’s in the culture to eat better. It’s normal in Colorado to
eat healthy food. I'm from South Carolina, so I feel like I can say
this. It’s not so much in the culture in South Carolina.

You see it in the difference. There’s a report last month. We're
now up to a 24-year difference in life expectancy, depending on
where you live in the United States. Senator Cassidy’s from Lou-
isiana. No offense, but very similar to South Carolina in eating
habits. And so, the evidence is very clear that—and I don’t think
any experts disagree, there’s some general things you should do.
Exercise, eat less fat, sugar, and lower sodium. And as long as
we’re in an argument about whether the government should man-
date things or whether people should have a choice, and that’s not
resolved, we're up to the culture of the place that you live.
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Now, one final comment about your question about research. One
noticeable thing to me, and I readily admitted when I took the job,
I was not an expert in food. I've learned a lot in my two stints at
FDA. But one really big difference is when the medical products in-
dustry does research, by law, if it’s done on human beings, it is
made public and we have access to it.

We look at the raw data and analyze it ourselves at the FDA.
The food industry does massive amounts of research that we have
no access to, and we don’t know what they’re doing. We don’t know
what’s guiding their decisions. And it would be a lot better if the
research that was done on human beings by the food industry was
made public.

Senator HICKENLOOPER. We agree. I'm going to throw out an-
other question. You have to answer quickly because I'm about out
of time. But the University of Colorado, Denver Diabetes Research
Center runs a program to recruit young faculty into diabetes-re-
lated research, and it’s estimated that, obviously, the number of
type 2 diabetes patients is going to rise astronomically in the next
40 years, maybe 70 percent.

How do we prioritize the research that—and as you will say, the
NIH is doing all these different pieces of research that are all dis-
connected, whereas we see diabetes or obesity really being a com-
mon connector. We had a hearing yesterday with the Global Down
Syndrome Foundation, looking at all the different places that we’re
not spending enough doing enough to interconnect all that re-
search.

Dr. CALIFF. Well, again, far be it for me to tell NIH how to allo-
cate his research dollars. But I will point out diabetes is an inter-
esting example because there’s a National Institute of Diabetes and
Digestive and Kidney Disease, NIDDK, which is very diabetes-fo-
cused. And I feel like they do a very good job. The general issue
of a 16-year-old who’s obese and might develop diabetes later and
what to do about a normal human being who’s not sick, doesn’t
have a disease yet, is a big issue that I think needs more attention.

Senator HICKENLOOPER. Thank you.
The CHAIR. Senator Murkowski.

Senator CASSIDY. Can I just interject real quick for a point of
clarification? That 24-year difference you speak of is not entirely
attributable to diet or to nutrition. It’s many other things, for ex-
ample, gunshot wounds. So, just to make that point.

Dr. CALIFF. Completely agree on, and much appreciated. And
there’s going to be a big presentation next month from the group
in Seattle that generates all these statistics. I would really urge
people to tune into that because it will cover all of the different
intersection of all these issues that are creating these discrep-
ancies.

The CHAIR. Senator Murkowski.

Senator MURKOWSKI. Thank you, Mr. Chairman. Gentlemen, wel-
come. Dr. Califf, you probably know I'm going to be talking about
genetically engineered salmon. You're not going to be disappointed
here this morning. But before I go to that question we are talking
about, about access to healthier foods. And I know that we all rec-
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ognize that in parts of rural America, certainly in places in my
state, healthy food is hard to come by. It’s expensive. And it is just
a real challenge to make sure that people are getting the good,
healthy, nutritious diet that they need.

They got subsistence food that are greatly helpful. But when you
have a 24 pack of Costco water costing $99—I've got the picture on
my phone—in the community of Glavin, I think it was. 99 bucks
for water in a community that lacks just good, solid, safe drinking
water. So, this contributes to—you got to get your liquids from
somewhere else. And when it’s cheaper to drink pop or you call it
soda, I call it sugar water, we know what we’re going to see. And
we’re going to see those health outcomes in those kids and in those
families.

That is something that I think we need to do a better job in ad-
dressing, is how, how we are making sure that in rural areas, our
kids and our families are not subjected to these food deserts or
healthy food deserts.

Talking about GE salmon, and I have to take you back to the
food labeling because this was what we had required. We wanted
to make sure that there was labeling of genetic engineered salmon
that was unambiguous in its labeling. We have this focus group
that effectively comes back—this is last year—and it concluded
that most focus groups participants struggled to grasp the scientific
language used by the FDA.

You go back to the language. And for those of you who have no
clue what genetically engineered salmon is, let me ask you if this
makes sense to you. The fact sheet is out there about how GE
salmon is different from other fish. It says, “GE salmon has been
genetically engineered to reach a growth marker important to the
aquaculture industry more rapidly than its non-GE-farmed, raised
Atlantic salmon counterpart. It does so because it contains an
rDNA construct that is composed of the growth hormone gene from
a Chinook salmon under the control of a promoter, a sequence of
DNA that turns on the expression of a gene from another type of
a fish called an ocean pout.”

What is that all about? Nobody knows. So, the question then,
they say, well, it sounds a little bit concerning. It sounds not nor-
mal. And so, what we have tried to do is make clear that if the
FDA is going to allow the sale of this genetically engineered salm-
on, that there is clear labeling requirements to differentiate be-
tween wild-caught and GE salmon. Do you think we’re there yet,
Dr. Califf, with a clear unambiguous?

Dr. CALIFF. There has been a precipitous decline in Native Amer-
ican and Alaskan populations in terms of life expectancy just in the
lloasft few years, which is even more dramatic than what we’re seeing

efore.

Senator MURKOWSKI. The rise in obesity as you said.

Dr. CALIFF. Well, your point about water and access to healthy
food in rural communities is especially important here. And I ac-
knowledge that on the labeling, it would sure be better if we could
come up with words that people can understand. I do take excep-
tion. You said no one understands it. What was described in that
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label actually is scientifically accurate. And everything that’s in the
label is part of normal machinery in every living organism.

Senator MURKOWSKI. I get that.

Dr. CALIFF. But what could a consumer do with it? Your point
is well taken.

Senator MURKOWSKI. If I am a consumer in the grocery store,
that to me means nothing. Let me ask quickly about another con-
cern. You've heard me talk about GE salmon for a long time. But
now I'm concerned about cell-cultured seafood grown in a lab.

We've got Frankenfish over here, now we've got Petri fish. I
know some companies are pursuing FDA approval for the cell cul-
tured, but I'm curious about FDA’s position about the future of cell-
cultured proteins, and how lessons that we’ve learned about the
confusion surrounding GE salmon can be applied here. So, if either
of you care to comment to that.

Dr. CALIFF. I'll make a quick comment, and then I'd be very—
actually, be very interested in what Mr. Jones has to say about
this. You and I probably have a difference of view. Our climate is
changing. We're seeing radical changes in growth patterns. Just an
example right now is the pulp in oranges is a problem because of
the climate changes in Florida, and we’re going to need to take
some action on that to fix it. So, I think exploring and learning
about approaches to creating food, which is resilient to these kinds
of changes in a global population, which is going to be in dire need
of nutrition, is a very important thing to do.

Now, we’ve learned a lot about how to scientifically assess and
deal with the manufacturing process. And so, I think we’re going
to get better and better at it. I don’t know where it’s going to end
up, but I would love to have a food system that gave nutritious food
at a low cost to everyone in the U.S. for sure, but just as impor-
tantly, ultimately, to global populations who are going to be driven
out of their homes by the rising tides and the heat waves that
we’re now seeing around the world.

Senator MURKOWSKI. Well, and my time has expired, but I will
just say to that point. A fish as a living species out there is dif-
ferent than an orange on a tree. And when these genetically engi-
neered species get into the wild stocks and mix with them, then
you have Native people those who rely on our wild harvest that
have their fisheries jeopardized.

Dr. CALIFF. Well, I can testify that you know a lot more about
this than I do. You caught the bigger salmon when I went salmon
fishing with you.

Senator MURKOWSKI. Bingo. You're invited back.

The CHAIR. Senator Kaine.

Senator KAINE. Thank you, Mr. Chair. Dr. Califf, in your verbal
presentation at the beginning of this hearing, you concluded by
saying there’s some challenges if the U.S. were able to do things
that other nations do in the area of ultra-processed foods. Either
because of they have a different legal climate, or they have dif-
ferent views about individual freedoms, then we might have more
success in battling this.
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I was intrigued by that, though that was not the questions I was
going to ask you. But since you were referring to some things that
other nations do, I thought I would just ask you; what are some
fs'tll"‘z;ltegies that are being pursued by other nations that are success-
ul?

Dr. CALIFF. Yes. So, I actually think this is for so much of the
things that have frustrated me at the FDA, this is the core issue.
We have a unique stubbornness of individualism in the U.S. which
is phenomenally great in many ways, but when it comes to public
health, it’s a real problem. Because other countries know that we'’re
interdependent when it comes to public health. That is, if you
preslfn(ic—and I'll just use my experience at Google where I
worked——

Senator KAINE. But I really want to get to specifics, too.

Dr. CALIFF. Okay. So, yes, here’s the example. If you want to in-
fluence someone’s behavior to eat healthy food, you don’t present
them with a chart with a bunch of numbers on it. You show them
a picture of a graphic image that has an emotional impact. That’s
what the advertising on the other side is doing. Froot Loop does
not show commercials of one Froot Loop with all the constituents
of the Froot Loop. It shows beautiful pictures of Froot Loops and
nice people eating them with an emotional impact.

We'’re not allowed to do that. And even in some of our more re-
cent dealings, we have been instructed that at the FDA, we just
provide information. The one case that’s an exception was tobacco,
where we were instructed to do it. And we still lost in court the
first time. It set us back 5 years.

Much of this has to do with the environment that people are liv-
ing in. I mentioned I am Colorado-prone because of my family. Peo-
ple in Colorado are not as obese as the rest of the country, and
they exercise more. So, if you're in that environment, you’re going
to be more likely to behave that way.

Senator KAINE. Have other nations already embraced front-of-
package labeling of the——

Dr. CALIFF. Absolutely.

Senator KAINE [continuing]. Way the FDA’s trying to do?

Dr. CALIFF. Not just labeling, but warning signs.

Senator KAINE. Warning signs. Here’s one that I know is con-
troversial, and I've heard arguments on both sides. How about pro-
grams like SNAP Benefits? A lot of SNAP benefits are used for
very unhealthy foods. Do other nations that have supplemental
food programs like SNAP Benefits?

Dr. CALIFF. I can’t honestly say I know about the other—exactly
what the other nations do here, but I know that this is a USDA
program, as you well know. It’s vitally important. We have so many
children in the U.S. who can’t afford their own their parents can’t
afford their own diet. And I know there was a battle over this issue
last time around. It would be one of the most important things, I
think, that could be done here. The U.S. Government has the pur-
chasing power. So, why not purchase healthy food?

Senator KAINE. There are programs that do incentives for the
purchase of healthy foods, but there’s also some evidence to suggest
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that even in the same neighborhood, families that use SNAP Bene-
fits versus those who don’t, the SNAP Benefit purchases are gen-
erally less healthy than those who don’t use SNAP Benefits.

Dr. CALIFF. Again, and I hope I get asked about the weight loss
drugs. I know we need to move on here.

Senator KAINE. All right. I'm going to ask you about that, since
I have 1 minute 21 left.

[Laughter.]

Dr. CALIFF. Okay. What’s going on here is that the food industry
has figured out that there’s a combination of sweet carbohydrate
and salt that goes to our brains and is very—I think it’s addictive.
Now, that’s my opinion. And I think it’s the same neural circuits
that are involved in opioid addiction and other kinds of addiction
that we have.

They've studied this. Again, we don’t have access to their re-
search data like we do in the human medical products arena. And
so, if you're a person without much financial means and you’re
walking into a grocery store, and the inexpensive ultra-processed
food is half the cost of the fruits and vegetables and it’s carefully
configured to really hit that brain the way to think about this, if
you ever tried to eat one potato chip, it’s almost impossible.

There’s a reason for this and there’s a lot more research that
needs to be done because we couldn’t uncover the addiction circuits
until the GLP ones came along because what they’re doing is actu-
ally interfering with this circuit between the gut and the brain that
tells you eat more. And there are actually three or four pathways
involved here that are really fascinating that we’re going to learn
a lot more about. But here’s a way to think about it. The food is
probably addictive. And, again——

Senator KAINE. Engineered to be addictive.

Dr. CALIFF [continuing]. This is not an FDA policy. This is my
opinion, having looked at it.

Senator KAINE. Thank you. Thanks, Mr. Chair.

The CHAIR. Let me just take a moment before Senator Braun
goes. You just said the most important point of the hearing. You
said that the food industry is producing products which are
unhealthy and addictive. And the question, of course, that’s exactly
what’s going on. What the hell have we done about it over the last
15 years?

Senator Braun.

Senator BRAUN. Thank you, Mr. Chairman. I would agree with
that 100 percent. The whole system. And I've been on this Com-
mittee all 6 years. It’'s the one thing I'll miss in the U.S. Senate
because it’s the most important discussion, our well-being. And it’s
built upon no attention to wellness and prevention in expensive re-
mediation.

It’s evolved that way over the last 20 to 30 years, and the FDA
happens to be at the most visible point of where you got to inter-
cede. Is it worth it to keep pushing expensive drugs when we give
no attention to wellness and prevention? I want to give you a little
quickest. Done it several times on this platform. 16 years ago,
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when I was sick and tired of hearing how lucky I was, my pre-
miums are only going up 5 to 10 percent each year. Had 300 em-
ployees at the time. It’s now five times that many employees imag-
ine of the geometric cost of healthcare.

When I said, enough is enough, we built a system on prevention
and wellness, created healthcare consumers out of my employees,
and cut costs by way over 50 percent. Anyone in the audience not
had a premium increase in the last 16 years on your health plan,
may want to put an application into the company I used to run.

That is how much you can get done. If we get off the paradigm
of where we’ve let huge corporations, food industry, especially the
remediation business, which is driven by big corporate hospitals
and insurance companies, keep driving the dynamic. When I gave
my employees a free biometric screening, we cut diabetes off before
it was going to become symptomatic. Any of the blood serum indi-
cators that play into heart disease, you're catching it before it hap-
pens.

Why are we still in a system that has nothing to do with an
ounce of prevention being worth a pound a cure? And you happen
to be in the Agency that has to deal with it all the time in terms
of what the new modality is. It’s going to keep treating expensive
remediation. Where do we turn the tide to where we make your
Agency less relevant? Because you don’t have to do as much of it
because we’re preventing it rather than trying to remediate it.

Dr. CALIFF. I just want to tell you how much I appreciate the
way you framed that, because I was going to bring up you said
we're at the forefront. My favorite article of all time in the medical
literature in the New England Journal of Medicine from Alistair
Wood is entitled, Playing “Kick the FDA”—Risk Free to Players, but
Hazardous to Public Health. And it relates to exactly the—I urge
you all to read it. It’'s a 14-year-old article, but it relates to what
you said, and you’ve missed a lot of this discussion.

But this is a systemic problem that does need to be addressed
and it would actually be great. I'm on record. I've been quoted on
this. I've had this nightmare that I was head of this agency that
my great grandkids read about called the FDA where a society let
people gain essentially a pound of weight every year and then to
fix it, they invented a drug at $20,000 a year to try to deal with
it. And that would be a very bad legacy to leave behind. So, I hope
this will be fixed.

I do want to point out to you this, you are about to become Gov-
ernor of the state as I know it. That doesn’t look good in this re-
gard. And so, I think a lot of people are going to be watching
whether you can change this. You said it well, if you’re running a
health system today, and I used to be an executive in a health sys-
tenﬁ, you make your money by doing expensive procedures after the
sickness.

Senator BRAUN. Glad you brought up that point because here
you're on the pulpit. Finally, Senator Sanders and I have put out
a transparency and competition bill because my last question’s
going to be for Mr. Jones. I talked about wellness and prevention.
The other key element is on the scratches and dents for those that
can afford it. Insurance was never intended to be more than indem-
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nification. Now you got MBAs running it and it’s about high pre-
miums and keeping claims low. That’s got to change.

How important, Mr. Jones, would it be for all of us to have a lit-
tle skin in the game, to have at least the incentive to shop around
for when we need some type of prescription or modality? And do
you think that the way we’ve evolved to where it’s been an atro-
phied healthcare consumer that wants immediate results and
wants either the government or their employer to pay for it, how
much importance is it going to be to where there’s a little skin in
the game on the part of all of us when it comes at least to
healthcare maintenance on the minor level?

Mr. JONES. Well, my jurisdiction of FDA is the food side. So, I
think that Dr. Califf is probably better equipped to answer that
question.

Senator BRAUN. Go ahead, Dr. Califf.

Dr. CALIFF. Just opinion. I think my read of the cognitive behav-
ioral literature, which is extensive on this, is that people need
choice, but if you give them too many choices, they can’t figure out
what to do. And so, we’ve got to find a balance of options, but not
so many that people are lost and then they just revert.

Senator BRAUN. That’s a good point in the one, two punch of
what’s worked now for 16 years. I know that’s part of the solution.
It makes costs for government go down through Medicare, and
Medicaid, and the private side as well. I think it’s something where
we can get the best of both worlds. Thank you, Mr. Chairman.

The CHAIR. Thank you.
Senator Hassan.

Senator HASSAN. Thanks so much, Mr. Chair, and Ranking Mem-
ber Cassidy, for this hearing. And it’s good to see you, Commis-
sioner, and I thank you for being here today.

Dr. Califf, food companies spend over $1.5 billion a year tar-
geting children with advertisements for unhealthy nutrient-poor
foods. And we’ve been talking about the impact of that. These com-
panies also target parents by marketing their products with mis-
leading health claims. For instance, many high sugar beverages are
marketed as all natural options for children, which can mislead
parents into thinking that the products are somehow a nutritious
choice. So, Dr. Califf, what is the FDA doing to address misleading
junk food advertisements that target children and their parents?

Dr. CALIFF. Two-polled response to that. First of all, the term
“healthy” is a very important term, and it’s way out of date. And
we are in the process of redefining the term healthy and putting
it there for people with a nice-looking symbol so that people can
readily identify what a generally healthy food is from one that’s
not. So, that’s important.

I've already discussed, I think, the difficulty we have with adver-
tising in general. We are very restricted in our ability to restrain
people with First Amendment rights. And the advertising industry
is very clever at how to do this in a way that’s very hard for us
to enforce.
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Senator HASSAN. I do understand that. I hope you are working
across government with some of the other agencies that might have
more different authorities than you do.

Dr. CALIFF. One of my things for today and highlighted by recent
Supreme Court decisions is there’s nothing better than a very ex-
plicit law by Congress if you want us to take this on.

Senator HASSAN. Understood. I do think there are some options
you have for misleading or truly false statements if you work with
other agencies. You mentioned that the FDA is working on a pro-
posal to require food companies to display easy to understand nu-
trition information on the front-of-food packages. This change
would help people identify healthy food options on the shelf.

I understand that the FDA researched options for new food la-
bels, but did not test how the new labels might impact teens who
often make food purchases independently from their parents. So,
how will the FDA ensure that any updated food packaging rules
also help young people make healthier decisions?

Dr. CALIFF. I think Mr. Jones and I both would view that in the
process of researching this. Studies and teens are important, and
those are going to follow-on as we go through this. But all is not
lost because studies were not done directly in teens. And Mr. Jones
has a set of stats here that I think are important to get on the
record.

Senator HASSAN. Sure.

Mr. JONES. Yes. The design of the studies that we were relying
on were done several years ago. And the choice was made not to
include children or teenagers. The basis for that were a couple fold.
One, was literature indicates that the most influential factor in
children’s diet are parental behaviors. And reinforced by that, was
that about 4.26 percent of all sources of food for children 12 to 17
are convenience store foods which is basically where they’re going
to access when they’re doing the shopping. And so, the combination
of the two led the Agency to choose not to include teens in the sam-
pling that we did.

Senator HAsSAN. Okay.

Dr. CALIFF. Since I'm leaving, I'm Okay to say this. If we had
a bigger budget, we would’ve studied a lot more things.

Senator HASSAN. No. That is helpful feedback, to be sure, and I
appreciate the work that you have done. Dr. Califf, one more issue.
You and I have talked about this before, and I have stated here be-
fore that the FDA played a role in fueling the opioid epidemic that
we have today. And that the FDA still has much work to do to en-
sure that something like the opioid epidemic never happens again.

I want to focus on a drug labeling issue that we’ve discussed for
years. The FDA permitted opioid labels to claim that opioids were
safe and effective for long-term pain management, despite evidence
showing the grave danger of these opioids over the last several
years. I've called repeatedly upon the FDA to remove these base-
less claims from the opioid labels.

Last year, the FDA finally released new labeling rules for
opioids, which will help doctors and patients alike understand the
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risk of opioid addiction. One year later, have all the manufacturers
complied with the new rule and updated their labels?

Dr. CALIFF. I'll have to get back to you on whether it’s all, but
we’re 100 percent sure that great progress is being made. But I'd
have to get back because I don’t have the specifics on that. This
is very important.

I also want to mention I was very much in favor of comparative
effectiveness requirements for opioids before a new one could get
on the market. But we lost that with the Congress.

Senator HASSAN. Yes.

Dr. CALIFF. It’s one of the—my theme today is we need to work
together.

Senator HASSAN. Yes. We do indeed. But we also need to make
sure that all of you have the ability and protections to exercise
your scientific judgment effectively. Thank you, Mr. Chair.

The CHAIR. Senator Budd.

Senator BUDD. Thank you, Chairman. Again, thank you all both
for being here. In November, the American people that made their
voices heard, they want to restore trust in agencies like the FDA,
and make it easier for Americans to live a long and healthy life.
The guiding principle of the FDA should be to provide the public
with either with clear information so that individuals can make in-
formed choices for their own health.

FDA has broad discretion on when and how to enforce the Food,
Drug and Cosmetic Act based on the level of risk it perceives, and
when a violation might pose a risk to public health. Too often, FDA
acts arbitrarily and inconsistently. So, here’s an example. When
the FDA claimed the authority to regulate electronic cigarettes, it
did not inform manufacturers of additional requirements until after
the deadline to file and the application was due, essentially cre-
ating a de facto ban.

Commissioner Califf—and again, congrats on Duke’s win over
Auburn last night. I know Tommy or Senator Tuberville has al-
ready come and had his comments. I'm not sure that was men-
tioned or not, but since he is not here, we can say congrats. So,
glad you're here as a fellow North Carolinian.

As new regulations like the front-of-package labeling are consid-
ered, how is the FDA ensuring consistent and timely guidance in
that any enforcement actions are done in an impartial manner?

Dr. CALIFF. First of all, yes, if I look a little sleepy, I did stay
up and watch the entire game and the post-game interviews, which
were priceless. I didn’t want to rub it in with Senator Tuberville
that happened and Senator Marshall’s left. But we lost to Kansas,
as you may remember, unfortunately.

I mean, Senator Budd, you just actually articulated something
that we've been discussing throughout this whole hearing, in your
view, of the right of the individual to make decisions with informa-
tion from a Federal agency versus the view that when something
is unhealthy, there should be an effort to actually change behavior
toward a healthier state.
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That’s not a decision for FDA to make. We operate within the
law. We’re more like a referee where the laws are written by you-
all. I personally think the FDA is very impartial, and I don’t agree
with your assessment of the electronic nicotine device. No one an-
ticipated we’d have 27 million applications to deal with. And so,
there were—when I came back in, we did, just like we have talked
about, the Human Foods Program. We did an entire assessment of
the tobacco program and have reconfigured that considerably.

I think we are impartial referees, and when we’re not, that’s
where public oversight is needed. So, I'd be glad to talk more about
the details back in North Carolina.

Senator BUDD. Yes. Glad to do that. Deputy Commissioner Jones,
reports show that newer plant-based proteins contain more sodium,
and less essential amino acids and vitamin B12 compared to tradi-
tional animal-based meats. So, as the FDA considers front-of-pack-
age labeling reforms, what is the Agency doing to ensure that con-
sumers are aware of key differences between plant-based and ani-
mal-based proteins?

Mr. JONES. Senator, we were talking about this a little earlier.
We have guidance out there related to plant-based alternatives to
dairy products. And in that guidance, we basically say we address
both, what can you call it, but also the issue that you’re raising,
which is the nutritional equivalence issue. We encouraged manu-
facturers to voluntarily identify that a plant-based alternative may
not be nutritionally equivalent to, in this case, dairy products.

We've gotten a fair amount of comments from a number of stake-
holders that a voluntary disclosure may not give consumers what
they need to know. We have some research that shows that con-
sumers are not fully aware of the nutritional equivalence issue as
it relates to plant-based alternatives versus dairy. So, we are tak-
ing that under consideration. And when we finalize this guidance,
we will address that issue.

Senator BUDD. Thank you. Continuing on, in 2022, American
families could not reliably access infant formula due to contami-
nated formula. Ongoing supply chain disruptions made it even
worse. So, what role will the Human Foods Program play in moni-
toring supply chain risks that could affect the supply of critical
foods like infant formula?

Mr. JONES. Yes, sir, we have done a number of things to reduce
the likelihood that will ever happen again. We’d like that to be
close to zero, the likelihood that ever happens.

Senator BuDD. Can you be specific on a few things?

Mr. JONES. Yes. So, we have created a critical foods program, a
core of individuals within the organization. They're in the Office of
Critical Foods, that are responsible for the regulatory oversight of
infant formula. We are now getting monthly reports from manufac-
turers about manufacturing. And so, we are able to keep an eye on
are store shelves as stocked as they need to be. And they’re actu-
ally, and have been for some time, they're stocked at the levels
they were pre the shortage.

We have got a group of inspectors who are dedicated to infant
formula inspections. Previously, we did not have a dedicated group
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of inspectors, and so now, there’s a dedicated group of inspectors.
Their job is to inspect infant formula manufacturers. Theyre in-
specting infant formula manufacturers annually, even though the
law only requires them to be inspected every 3 years. They’re being
inspected annually, and they're in very close contact with the pro-
grammatic folks in our Office of Critical Foods. So, we have done
a number of things that we think really dramatically reduce the
likelihood of anything like this happening in the future.

Senator BupD. Thank you.

Dr. CALIFF. Senator Budd, if I may, I just want to make the
point; supply chain in general is not fixed in this country, and it’s
very worrisome to somebody like me, not just infant formula. I
don’t think the issue were going to see in the future with infant
formula is what we saw with Abbott whose plant had gotten out
of—Dbasically, was contaminated.

What we’re going to see is constituents of infant formula, because
of the global supply chain issues, could come in shortage. And we
don’t control that at FDA, we’re in dire need of supply chain fixes
in the United States for all of the products that we regulate.

Senator BUDD. I agree that’s outside the purview of FDA, but
again, thank you for the additional time.

The CHAIR. Okay.
Senator Smith.

Senator SMITH. Thank you, Chair. Thank you, Chair Sanders,
and Ranking Member. And welcome to the Committee. It’s good to
see you both, again. So, I want to talk a bit about food safety. One
of the most important things that we do for Americans is to make
sure that the food we eat is safe and won’t make us sick. This is
a basic function of government, right? And I think it’s also some-
thing that’s a bipartisan, nonpartisan issue.

But, so here’s the thing. Of course, the work of making sure that
the food supply is safe, that often happens at the state level by
state employees who are doing the inspecting. And in Minnesota,
that’s the food inspectors at the Department of Agriculture who
conduct over 13,000 inspections a year. So, how do we pay for that
in Minnesota? Well, the FDA helps, right? Because tax dollars were
sent back to Minnesota and all our states to help pay for these in-
spectors.

Here’s the challenge. Minnesota’s Commissioner of Agriculture,
Tom Petersen, wrote me last month raising concerns about pro-
posed FDA cuts to state and local food safety programs. And I've
been told that this is going to be a big deal for Minnesota, and I'm
sure Minnesota is not alone. So, Dr. Califf, if I hear what you’re
saying that if Congress doesn’t provide adequate funding, then you
can’t do your job. And the Minnesota Department of Agriculture
can’t do its job and Americans health and safety can suffer.

I want to note that in a strong bipartisan showing of agreement,
both the House and the Senate Appropriations bills for next year’s
funding fund food safety inspections so that no cuts would be nec-
essary. And of course, those Appropriations bills haven’t passed.
That’s a worry to many of us. And at the same time, we've got Elon
Musk and the incoming Trump administration saying that they
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think that they can find $2 trillion in cuts from the budget, which
would probably start with non-discretionary funding like at the
FDA.

Dr. Califf, could you just comment on this? Is there anything the
FDA can do about this at this point? And what do you think we
should be thinking about in Congress as we think about making
sure that we have the money to do the food safety inspections?

Dr. CALIFF. I'm going to try to quickly rattle off five or six key
points, and Mr. Jones may want to correct anything that I say.
We've talked about this a little bit because we were not hiring,
we're not able to fill all the inspectorate jobs. You all had allocated,
I think it’s $83 million a year, to us to go to the states for what
you described. And we completely agree that this interaction of
state inspectors and Federal inspectors is critical to the safety of
our food supply.

But because we weren’t filling all the inspectorate jobs, we had
money left over that we thought was best used to go to the states.
We're now hiring the inspectors. And in the reorganization of the
Human Foods Program, one of the most important aspects of that
is to make it clear to you-all exactly what the money is being spent
on.

In my job as Commissioner, the medical product side is a lot
easier that way because of the user fees. It’s very much like run-
ning a business. The food side has been more like there’s a lot of
money and we try to do the best we can. Now it’s organized in a
way where you’re able to see it. And so, if we’re going to have
enough of our inspectors, how much can go to the states? The solu-
tion to it would be to decide what the right amount is.

There are other elements of this. Right now, we can’t exchange
information with the states. And this is where we need a law to
make it possible because our liability of disclosing commercial con-
fidential information is different than the states. Fortunately, now
with a single leader of the program, this allocation of money, I
think, can be done more rationally. You may want to correct any-
thing I said there.

Mr. JONES. No, I think that’s well stated.

Senator SMITH. Well, let me get—I appreciate that, and I think
my general point is that if we want to have safe food in this coun-
try that doesn’t make people sick, then we need to make sure that
we’re keeping track of the inspections we need to do.

But you raise really another point that I want to touch on briefly,
which is that, I mean, I think it would be a surprise to a lot of
Americans that if the FDA has information through a voluntary re-
call about a product out there that’s been contaminated, let’s take
for example, the applesauce contaminated with chromium and lead,
that you’re barred from sharing that information.

I mean, again, Minnesota Department of Agriculture tells me
that they were forced to file a freedom of information request to get
the information about the sources of lead poisoning when they'’re
also responsible for trying to get these products off the shelves. So,
this is something I'm sure you know. I've been working on a bill
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that would get at this that would allow the FDA to share this infor-
mation with states, and tribes, and other local governments.

Dr. CALIFF. Please hurry up. I would just—I also want to point
out, this is not just about food inspections. And again, I'll be leav-
ing January 20th, so I can say what I want to say.

Senator SMITH. This is your chance to speak truth to the some-
what powerful.

Dr. CALIFF. I think commercial confidential information in the
U.S. is also one of the keys to the problems we have with supply
chains. There is no reason on earth, that I know of, why companies
should be able to hide information.

Senator SMITH. Now, who are we protecting when they are pro-
tected from——

Dr. CALIFF. I was on a National Academy of Medicine Committee
right before I was nominated, as you may remember, for the second
time. We had the industries in, they could not explain to us any
good reason. And other industries came in and said and we're auto
parts. Everybody knows exactly where the supplies are coming
from. We don’t have that. And every time we go to you-all to try
to get a law passed, something happens, that Senator Sanders may
have referred to, and somehow it doesn’t get into the law.

I'm really appealing to you to make—look carefully at what’s
called commercial confidential, and particularly as it relates to sup-
ply chains and inspections as two areas where it would help a lot.

Senator SMITH. Thank you very much.

The CHAIR. Senator Markey.

Senator MARKEY. Thank you, Mr. Chairman, very much. And to
all the Duke basketball fans here this morning, I just want to say
you're welcome. We were glad to send Cooper Flagg down from
New England down to Duke to get his postgraduate basketball
training. But his mother started popping in Larry Bird videos at
age six, just so you-all know. But you’re welcome. I'm glad to send
down the best college basketball player in America from New Eng-
land.

Commissioner Califf and Mr. Jones, thank you for being here
today because healthy, nutritious food is an essential part of mak-
ing sure we can treat and prevent chronic diseases like heart dis-
ease, cancer, and diabetes. And I've been proud to work with my
colleagues, including Senator Marshall, on supporting access to
healthy foods as a means of treating chronic disease.

Dr. Califf, having experts and committed civil servants is essen-
tial for implementing evidence-based strategies for improving
American’s diet. Is that correct?

Dr. CALIFF. Yes.

Senator MARKEY. How important is it for the FDA’s work on nu-
trition and chronic disease to receive support from the Secretary of
Health and Human Services?

Dr. CALIFF. It’s very important, very important.

Senator MARKEY. From my perspective, we have a potential
nominee for Secretary of Health and Human Services who has



35

talked a lot about nutrition and chronic disease. Some would say
what he says on diet and importance of healthy foods is reasonable.

However, one reasonable opinion does not qualify someone to run
the United States Department upheld in human services. What
should be disqualifying to run the Department of Health and
Human Services that oversees every aspect of our healthcare sys-
tem and whose actions will impact healthcare costs, access, and in-
novation is a nominee who has been proposed by President Trump,
who has spread misinformation about vaccines and fluoridation of
our water, questioned the well-proven conclusions that HIV causes
AIDS, and falsely claimed that medication for depression is linked
to mass shootings.

What should be disqualifying to run the Department of Health
and Human Services is a history of spreading misinformation about
public health measures like vaccines that result in a measles out-
break, for example, in the deaths of 83 people, many of whom were
children and babies.

If we are serious about addressing chronic disease, if we are seri-
ous about closing gaps in healthcare access and moving toward a
healthier America, the Senate should only confirm nominees to
serve in the Department of Health and Human Services who are
prepared, qualified, and serious about the responsibility of their
roles. In my view, Robert F. Kennedy Jr. has disqualified himself
to serve as Secretary of Health and Human Services. And I have
serious concern about several other health-related nominees pro-
posed by President Trump to be as well.

We can agree and find value in some opinions. We can agree that
greed from any industry has no place in healthcare. We should
agree upon that, and we should agree upon that in terms of nutri-
tion and the role that plays in the health of Americans. But what
we cannot do is sign off on nominees who would be a danger to the
public health.

That is what my concern is as we move into the new year. And
the nomination of Robert F. Kennedy Jr. raises all of those ques-
tions, which the next Congress is going to have to deal with. So,
with that, Mr. Chairman, I yield back.

The CHAIR. Thank you very much. Let me kind of summarize my
sense where we are. No. 1, I'm not quite sure that the urgency of
the issue has been made as apparent as it should be, but we are
dealing with an extraordinary crisis. When 1 out of 5 of our kids
is obese, when millions of people are struggling with diabetes,
when we spend—according to the American Diabetes Association—
over $400 billion a year treating diabetes and other related ill-
nesses, we have a major crisis.

Dr. Califf mentioned a few moments ago, and I hope you correct
me if 'm misstating the essence of what you said. You said in so
many words that the food industry is designing products, designing
food that is unhealthy and addictive. You suggested that these
foods impact the brain the way that opioids do. Is that a fair para-
phrasing of what you said?

Dr. CALIFF. I would say it a bit differently. The general concepts
are in play. The word addiction is a very technical word.
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The CHAIR. You used the word addiction, did you not?

Dr. CALIFF. I used it with several other words around it. That
said, it was just my opinion, not the view of the FDA as a policy
because there’s a lot of work that needs to be done to nail that
down.

The CHAIR. All right. But we have had witnesses here who have
said exactly that in a previous hearing. So, there is serious opin-
ion——

Dr. CALIFF. There’s no doubt that when you eat this ultra-proc-
essed food, you want to eat more of it. Whether that’s addiction or
not is a matter——

The CHAIR. Sounds to me like it’s an addiction. And that’s some-
thing that is intentionally being done by an industry which spends
huge amounts of money, as you've indicated, advertising those
products to children. Correct?

Dr. CALIFF. Advertising is powerful. I've had personal experience
with it.

The CHAIR. All right. So, the issue is not complicated. You have
an industry that makes huge profits by making our children sick
and causing taxpayers to spend huge amounts of money. The ques-
tion is whether or not the U.S. Congress will have the courage to
take on the lobbyists who surround Capitol Hill representing the
interest of the food industry, whether they’ll have the courage to
stand up to the campaign contributions from the industry that
come flooding into our campaigns.

But I would hope that for the sake of our Country, and the point
that you made, very important point, our life expectancy in the
richest country on Earth is lower than every other major industri-
alized country. Is that correct? And the point you made about some
states, I would put it in a different way, in that is working class
people have life expectancies between 5 and 10 years shorter than
upper income people. Is that true?

Dr. CALIFF. Yes. Education and wealth are two of the biggest fac-
tors

The CHAIR. That’s right.

Dr. CALIFF [continuing]. In these differences.

The CHAIR. This is an issue that we have got to get a handle on,
and it will require courage to stand up to some very powerful spe-
cial interests. I hope that Congress is prepared to do that.

That is the end of our hearing today, and I want to thank all of
our witnesses for their participation. For any Senators who wish to
ask additional questions, questions for the record will be due in 10
business days, December 19th by 5 p.m. I ask unanimous consent
to enter Senator Casey’s remarks into the record.

[The following information can be found on page 37 in Additional
Material:]

The CHAIR. The Committee stands adjourned.
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SENATOR ROBERT P. CASEY, JR.

Thank you Dr. Califf and Deputy Commissioner Jones for being here today to dis-
cuss an issue of critical importance to the health of our Nation. This will be my last
opportunity to speak at a HELP Committee hearing. I would like to take some time
to look back at some of the success that we’ve achieved when we worked together
and to implore Members of this Committee next year to work toward a future where
30 family needs to worry about how they will afford tomorrow’s meal for their chil-

ren.

We have talked a lot about encouraging healthy choices, but maintaining a
healthy diet is of equal importance to ensuring that children and families have ac-
cess to healthy and high-quality foods. Access to food has been the focus of much
of my work on child nutrition, including through my work on the Nation School
Lunch Program and the Child and Adult Care Food Program. I have long fought
to expand eligibility and increase reimbursements for these critical programs.

Having sidelined the reauthorization of child nutrition programs for several years
now, Congress leaves on the table immense opportunity to ensure better access to
healthy foods for children and families. But access to food and helping Americans
choose healthier diets cannot be mutually exclusive goals, and I encourage my col-
%eagglues on both sides of the dais to work toward a shared goal of access to healthy
oods.

I also want to highlight an ongoing area where I know our witnesses remain en-
gaged, which is the safety and security of the infant formula supply chain. The
shortages in 2022, precipitated by several infant deaths linked to a contamination
in a formula plant, highlighted how vulnerable this critical source of nutrition is.

While we have come a long way since 2022, the supply chain remains extremely
susceptible to disruptions, and there is not a sufficient sense of urgency around the
need to diversify the number of manufacturers and manufacturing sites and support
smaller, newer entrants to the market. And as we work to ensure a stable supply
chain, we must make every effort to ensure that the infant formulas being sold in
the United States meet the regulatory standards that ensure their safety and nutri-
tional requirements, to protect our youngest and most vulnerable infants.

I have served on the HELP Committee since 2009, and remain grateful for the
good work we have done to expand access to health care, promote innovation in bio-
medical research and the development of new therapies to treat different causes of
disease, increase access to child care, and stand up for American workers.

[Whereupon, at 11:43 a.m., the hearing was adjourned.]
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